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   The therapeutic efficacy and safety of Cefpiramide （CPM， SM－1652） at a 2 g／day dose were
objectively compared with those of Cefsulodin （aFS） at a 2 g／day dose in patients’ with chronic
complicated urinary tract infections （UTI） by P． aeruginosa in a double－blind study at 46
institutions in Japan．
   The results are as follows：
   The therapeutic eflicacy was analyzed in 254 patients （136 cases administered CPM ．and
li8 cases administered’fFS）． after excluding 20 cases as drop－out． Among 254 cases， the
number of patients wlth infection of P． aeruginosa was 190 Cases． （100 gaFes administered CPM
and 90 cases administered CFS）， while that with infection of organisMs other thari P． aeruginosa
was 64 cases ．（36 cases adininistered CPM and 28 cases administered’ CFS）．
   By the administration of a 2 g／day dose for 5 days， the overall clinical． effrective rate of
CPM was significantly higher than that of CFS in total patients；
   When the patient’s were classified into 2 groups with respect to causative organisms （P．
aeru．ainosa and others）， the clinical effective rate of CP’M in patients with infectioris of P． aeruginosa
was signMcantly higher th，an that of CFS， while the clinical effective tate of’ CPM in ’吹fatients
with infectiori of other organisms than P． aeruginosa was the same as that of CFS．
   As to the bacteriological effect on bacteriuria， the eradication rate of CPM was significantly
higher than that of aFS not only against all causative organisms but also against P． aeruginosa．
   The rate of replacement by S． faecalis was significantly higher in the C．FS－treated group
than in the CPM－treated group． The same result was obtained on the rate of replacement by
other organisms．
   The MIC values of aPM for isolated organisms before drug administration were lower
than those of CFS．
   The incidence rates of side effects and the abnormal findings of clinical laboratory tests
河村・ほか：尿路感染症比較試験・cefpiramide l151
were the same for the CPM一 and CFS－treated groups．
  From the results， it was concluded that CPM is a useful drug for the treatment of patiepts
with chronic complicated urinary tract infections caused by P． aeruginosa．
Key words： Cefpiramide （CPM， SM－1652）， A new cephem antibiotic， Urinary tract infection，
      P． aeruginesa infections， Double－blind comparative study
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1） Eflicacy on pyuria
2） Efllcacy on bacteriuria
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To‘al number of  ・patlents
@ CPM  144




Table 1． Case distribution
Number of cases included①Number of cases ludged②Number of cases∬udged
in  stat｝stica艮 analysis by committee lnembers
翌奄狽?UTI criter韮a
by committee members
himited εo p aeruginosa
CPM  136 （with p． aeruginosa）CPM  100 CPM  100
CFS  118 CFS   90 CFS  88
Total 254 Tota1 190 Total 188
Number of cases eXCluded③N mber of cases judged
fmm StatiStiCal analySiSby committee members
with UTI criteria
（without p、 aeruginosa）
CPM   8 CPM   36
CFS   12 CFS   28
Tota且  20 Total  64
Number of cases included
奄? statistica且 analysis
@    CPM  143
@    CFS  13G
@    Tota且 273
Number of cases excluded
?窒盾?statistical anaiysis
@     CPM   l
@     CFS   O












































































Table 2． Reasons for exclusion
Reasons CPM CFS Total
No administration because of
intracutaneous reaction 〈＋）
Bacteriuria less than 104 cells／ml
Pyuria less than 5 cells／hpf
Infection of Candida or YLO
Combined with antibacterial agents
VioJation of examination days
specified by protocol


























Tota1 8 12 20
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Single 2nd group
infeetion 3rd group．





















































































































































































































































































































































































































































Table 4．Comparison．’盾?backgTgund factors of patients
’eharacteristics
Patients wi．th P． aeruginosa
i，n狽?モ狽奄盾氏Ep’





































































Table 5， Comparison of clinical isolates
．lsolates
Patients with P． aeruginosa
ipfections



























































Stib一・tota1 55 ’ 46 N．S． ，16’ 18 N．S． 71 ’ 64． ， N． ＄，．
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Table 6． Comparison of clinical isolates （2） 一Mixed infections一


























































































Sub tota1 33 36 69



























Inoculum size 106 cells／ml
t











































































A：B： N．S．    ’
C：D： N．S．    ’
A：C； N．S．
B：D； N．S．
























































































































Table 7． Overall clinical efficacy
Efficacy on
@bacter｛uria

































100   Case









@    （72．0％） 
bFS 30／90 
@    （33．3％）?
tatistical analysisE
??奄モ≠モ?：U－test  ；N・S・ 
盾?pyuria    λ12（C→一D）＊    ； N．S．E
??奄モ≠モ凵En：U－test  ；P＜0・001 
@       κ2（E十D）＊＊   ；  p＜0．001 bacteriur三a 
nverall、Pi、i，a1 ：U－t・・t  ；P〈0・001 
@       ×2（E十M）＊＊＊ ； p＜0．001 efficacy60r? PMCeS?
8（28．0％）6
O（66．7％）?






































4 （ 4． 4e／o）
s （ s．oe／o）
4．（ 4．40／o）
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U－test ：p〈O． 05














































X2（E＋M｝ ＊ ： p〈o． os
U一一test ；p〈O．Ol












U－test ： p〈O． OOI












U一一 test ： p〈O． OOI
X2（E十M）＊：pく0．001










Tab1e 9． lnfluence of indwelling catheter on overall clinical eMcacy



































    cou砒murine（cells／mD
9 〈E＋M） ： Exceiient ＋ Moderate
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x2（E＋M）＊ ．： p〈 O．OOI
＊ 〈E＋M）’@：・Excellent．＋ Moaerate

















































’P． ：test． 1 ’： Pf p． o．1
x，2（E＋M）＊ ：．p〈Q．05










Table I3． Influe且ce of preceeding treat皿ent on overan cHnical efHcacy
Chemothbrapy






































































x2（E）＊ ； p〈O． Ol
X2（E－HM［）＊＊ ； p〈O． OOI
＊ （E） ； Rate of “Excellent”

































































































































































































































Sub－tota1 139 101 （72．70／．） 38 128 61 （47．70／e） 67 pく0．001









Table 15． Effect on bacteriuria cLassified by type of infection
Group DrugsNo． of cases         Eliminated Decreased
（e／o of total）
R placed
        Rate of
Unchanged Eliminated ＆










（Upper U． T． 1．）
4th group
















































   N．S．
U＿test；pく0．05
   N．S．
U一一 test ：p〈． O．OOI
x2（E十b）＊ ：
















































    p〈o．os
U一一test ：p〈 O．Ol
x2（E十D＞＊ ：
















    p〈 o．ol
Total CPMCFS
100 〈1000／，）



































































＊ （E十D） ： Elim’inated 十 Decveasecl
     Table．17：’． Effect on pyuria classified by type of infection































































































































































































（Table 27）， MIG別（Table 28），で検討しても
CPM群， GFS群間に有意の差はみとめられなかっ
た，














































































Table 19． Overall clinical efficaey for P． aeruginbsa infections
Efficacy on
@Bacteriuria































□ Excellent CPMbFS 25（25．0％＞P3（14・8％）．





@   （82．0％＞
bFS 42／88
@   （47．7％）
Statistical analysis
DEfficacy ：Urtest  ；N・S・
@on py判rja    X2（C十革））＊    ； N．S．
dfficacy・n：U－test  ；P〈0・001
@        κ2（E十D）＊＊   ；  p＜0．00玉 bacteriuria
Eli・i・al ：U－test   ；Pく0・001
@        Z2（E十M）＊＊＊ ； efficacy                     p〈0．001□ Poor CPMbFS 18（18．0％）S6（52．3％）








































































    N．S．
U－test   ：pく0．05
x2（E十M）＊ ：p〈O．05









































U－test   ：p’く0．05
×2（E十M）＊ ：pくO．05















100 （ 100 0／， ）









U－test   ：pく0．001
X・（E＋M）＊：PくO．001














Table 21． Overall clinical efficacy according to bacterial count in urine for P． aeruginosa infections
Bacter量al count
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Tablel 24． Effect on bacteriuria caused by P， aeruginosa accdrding to type of infection
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Sub－tota1 50 28 （56．00／o） 22 37 22 〈59．50／o） 15 N．S．





































































































Sub tota1 41 17 24 N． S．
Tota1 58． 19 39 Pく0・001









Table 31．Overall clinical eMcacy for each type of infection in patients with P． aeruginosa infection
based on the ・examination by central station
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Table 32． Side effects














































































         CPMRBC         CFS
         CPMHb
         CFS－
H， ・．． cpM
         cFS
WBC ”’i CPM         CFS
         CPM’P］ate16t
        ・’CFS
         CPM
Eos孟nOP卜i亘
        ．CFS
         CPMGOT
        ，CFS
         CPMGPT        CFS
        CPM
A且一P        CFS
        CPMBUN        CFS
        CPM
s－Cr        CFS
        ・CPMNa        CFS
        CPMK        CFS











































































































































































































Table 34． Abnormal laboratory舳dings

















































































Decrease of RBC （383－300×10‘）
Decrease of Hb ． 〈11．3“8．8g／dl＞
Decrease of Ht （34．4－26．90／o）
Elevation of GOT （69－149u）
Elevation of GPT （46－72u）
Elevation of GOT （18－41u）
Elevation of GPT （20－46u）
Decrease of Na （142－134mg／dl）
Elevation of GOT （13－48u）
Elevation of GPT （12－41u）
Elevation of Al－P （132－253u）
Elevation of Al－P （169－292u）
Elevatioh bf BUN （16－27mg／dl）
Elevation of Eosinophile （ 2－9a／o）
C．C．C． ： Chronic complicated cystitis
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                            Table 36．i） cases with p． gerugino＄a infecti6ns
Clinical usefulpess judged by doctors in charge
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 criteria on patients
 with P． aeruginosa
＠Evaluation limited to
 P． aeruginosa on
 patients with P． aerugi
 nosa
＠ Evaluation with UTI
 criteria on patients
without P． aeruginosa
















た（Tablc 35）． P． aeraginosa感染例のうち，著効と
判定された症例数がCPM群の方に有意に多かった．
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